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DETAILED ACTION 

Continued Examination Under 37 CFR 1. 1 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 2/16/11 
has been entered. 

Response to Arguments 

2. Applicant's arguments filed 2/1 6/1 1 have been fully considered but they are not 
persuasive. Regarding the rejection of claims 1, 2, 4-18, and 30-33 under 35 U.S.C. 
103(a) as being unpatentable over Malaviya, applicant argues that Malaviya does not 
disclose a cell growth conduit flap comprising at least one channel configured to 
communicate biological materials to a tissue defect in the meniscus. In the previous 
office action the examiner cited pars. 13 and 148 which disclose that the conduit flap of 
Malaviya is porous. Applicant argues there is no teaching or suggestion of pores but 
Malaviya par.13 specifically states that the material "must be porous enough to permit 
remodeling". Clearly because the material is porous enough to permit remodeling, the 
material comprises pores. Applicant argues that even though Malaviya discloses that 
blood, synovial fluid, and cells infuse into the implant and begin the remodeling process 
in par.1 48, Malaviya does not disclose that these fluids pass through any portion of 
Malaviya's device. However, the outer material, which the examiner considers the flap 
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completely surrounds the inner material (fee figs. 9-12 and par. 140) and therefore, in 
order for any remodeling to take place, the outer material would have to allow the bodily 
fluids to pass through the outer material. Applicant refers to par.153 which discloses 
that the body fluids infiltrate the open space 165 between the upper and lower covers, 
however, this embodiment was not relied upon by the examiner because it only 
constitutes a flap and not both a scaffold and a flap. Also of note, par. 143 says that the 
outer layers are preferably formed of SIS and refers to two patents as examples of SIS 
that may be used as the cover material. These patents specifically state that SIS is well 
known to be a porous material. Regarding new claims 42-44, the pores which allow for 
passage of body fluids and cells through the cover to the inner scaffold disclosed by 
Malaviya will inherently be located on a surface. Further, one may also consider 
pinholes 90 to be channels located on the surface (fig. 12; pars. 19, 147, and 160). 

Applicant argues that the device of Malaviya cannot extend to the synovium 
because Malaviya teaches that a radially outer portion of the original meniscus is 
maintained. However, the examiner maintains that because the claims are for a device 
as opposed to the method of using the device, the device need only be capable of use 
as claimed. In the instant case the meniscal repair device is entirely capable of being 
placed such that it extends to the synovium. Applicant further argues that if the device 
were placed in contact with the synovium it would no longer "conform to the space into 
which it is inserted such that the surrounding tissue of the remaining meniscus is in 
contact with the device." The examiner disagrees and believes this interpretation of 
Malaviya is too narrow. If the device of Malaviya were extended to the synovium, it 
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could still be in contact with the side portions of the surrounding tissue of the remaining 
meniscus such that it does not go against the teachings of Malaviya as applicant 
alleges. Applicant argues that modification of the device of Malaviya as set forth by the 
examiner wherein the device is positioned adjacent to the synovium as opposed to the 
meniscal rim would change the principle of operation of Malaviya. However, no 
modification of Malaviya (with regard to the positioning of the device) is required 
because the claim is for the device and not a method of positioning the device. Further, 
Malaviya distinctly shows portions of the cover including the tabs shown in fig. 41 that 
extend beyond the meniscus to the synovium. As these tabs are an extension of the 
flap, and are formed of the same material, they are capable of communicating biological 
materials to the tissue defect. 

Regarding the combination of Malaviya and Vallee, applicant argues that 
Malaviya cannot be positioned in contact with the synovium. The examiner maintains 
that Malaviya is capable of being positioned in contact with the synovium for the same 
reasons discussed above. Malaviya discloses in paragraph 1 34 that it is known that the 
meniscal-synovial junction is highly vascularized which is why tears heal better in this 
region. Vallee goes one step further and specifically teaches that it is known that tears 
may be healed if they communicate with the synovium. Therefore, one of ordinary skill 
in the art would have been motivated to combine the teachings of Vallee with the 
method disclosed by Malaviya and extend the device to the synovium in order to 
improve the healing capabilities. Further, since Malaviya discloses that the junction of 
the meniscus and synovium is highly vascularized, extending the implant just slightly 
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further to the synovium would have been obvious in view of Vallee which teaches that 
this region is known for its healing ability. Doing so still allows the device to conform to 
the space into which it is inserted such that the surrounding tissue of the remaining 
meniscus is in contact with the device, including the side portions of the space (anterior 
and posterior edges with respect to the meniscus) shown in at least figures 1 and 41 . 
Applicant further argues that modification of the device of Malaviya as set forth by the 
examiner wherein the device is positioned adjacent to the synovium as opposed to the 
meniscal rim would change the principle of operation of Malaviya. The examiner 
disagrees because the principle of operation of Malaviya as taught in paragraph 134 is 
to place the device in proximity to the highly vascularized meniscal-synovial junction to 
facilitate healing and remodeling. As modified by the examiner the device of Malaviya in 
view of Vallee would still conform to a space into which it is inserted such that it 
contacts the surrounding tissue of the remaining meniscus. 

Regarding the combination of Malaviya, Vallee, and Li, applicant argues that Li 
does not suggest depositing fibrin clot material in contact with the synovium. This 
limitation is not claimed, and Li was used to show that it is commonplace to rasp a 
space prior to implanting an implant in order to channel the blood supply into the area 
which is the initial phase of healing. Since the combination of Malaviya and Vallee 
discloses an implant placed in a space formed in the meniscus and extending to the 
synovium, it would have been obvious in view of Li to rasp this prepared space. 

Regarding the rejections of claims 20 and 34-37 over the combination of 
Malaviya in view of Schwarz and the rejections of claims 39 and 41 over the 
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combination of Malaviya in view of Vallee and Schwartz, applicant argues that the 
device of Schwartz is contained within a porous film such that one would modify the 
mass within the conduit flap of Malaviya rather than the flap itself. However, the porous 
film covering the insert is only one embodiment disclosed by Schwartz, and other 
embodiments are directed to an insert that is a porous film (col. 3, II. 46-56; fig. 20) which 
has the claimed void volume. Schwartz teaches a high void volume for the purpose of 
allowing for invasion of cells to regenerate the articular cartilage. Since Malaviya 
discloses a porous device for regenerating articular cartilage, it would have been 
obvious to use the void volume taught by Schwartz to ensure cells could invade the 
implant. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 1 , 2, 4-1 8, 30-33 and 42 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Malaviya et al. 2003/0036797 (hereafter referred to as Malaviya). 

Re claims 1 and 2, Malaviya discloses a biocompatible meniscal repair device, 
comprising a biocompatible tissue repair scaffold 60 adapted to be placed in contact 
with a defect in a meniscus and a cell growth conduit flap 58,64 attached to the tissue 
repair scaffold (figs. 8-16, 22-55, 63, 64), the cell growth conduit flap capable of 
contacting a tibial surface, extending to the synovium, and having at least one channel 
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(pores in the material or 90) configured to communicate biological materials, including 
cells and nutrients, to a tissue defect in the meniscus (pars. 13, 19, 140, 148; figs. 9-1 2). 
Malaviya discloses the invention substantially as claimed and also discloses that the 
covers may have a density in the range of 872-884 mg/cc and that the properties of the 
covers may be varied depending on the process conditions to yield a density of 4-994 
mg/cc (par.142). While Malaviya does not specifically disclose that the density of the 
covers is in the range of about 150mg/cc to 350mg/cc, it would have been obvious to 
modify the density of the flap since Malaviya does disclose methods of generating 
different densities as well as various values for densities and it has been held that it is 
not inventive to discover the optimum or workable ranges by routine experimentation 
and would be an obvious extension of prior art teachings (In re Aller, 220 F.2d 454, 456, 
105 USPQ 233, 235 (CCPA 1955), MPEP 2144.05 II A). 

Re claim 4, ECM is bioabsorbable. 

Re claims 5 and 6, see par.182. 

Re claims 7, 8, 1 0, 30, 31 , and, 33, see par.36. 

Re claims 9 and 32, Malaviya discloses that the scaffold and flap can include 
glycolide and L-lactide as explained above with respect to claims 7 and 8. Malaviya also 
discloses that any copolymer used in implants can be utilized (par.36). Malaviya does 
not specifically state that this device uses the copolymer of glycolide and L-lactide, 
however, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to substitute the material with the copolymer of glycolide and L- 



Application/Control Number: 10/828,841 Page 8 

Art Unit: 3738 

lactide, as it is well known in the art to use the copolymer of glycolide and L-lactide and 
Malaviya states that copolymers can be used. 

Re claim 1 1 , Malaviya discloses that viable tissue is disposed within the scaffold 
(biologically derived agents, par. 159 - the agents can be tissue as described in par.33). 
It is inherent that the tissue would integrate with the native tissue. 

Re claims 12 and 13, Malaviya discloses that the scaffold can contain within it 
bioactive agents (par. 159) including growth factors or other agents that stimulate cell 
growth (par.32). 

Re claim 14, the cell growth conduit flap and scaffold can be formed from a 
single piece, as they both can be made from the same large sheet of ECM material and 
cut as desired to form the specific parts. The process by which the device is made is not 
germane to the issue of patentability of the device itself. 

Re claims 15-17, figs. 33-35 show that the flap and scaffold are oriented together 
such that they are substantially perpendicular. Figures 55, 63, and 64 show the scaffold 
and flap oriented with respect to each other such that they may be considered to form 
shapes of a "T" or "L". 

Re claim 1 8, all figures show that the flap is less thick than the scaffold. 

Re claim 42, the pores of the flap 58, 64 which allow body fluids and cells into the 
implant are considered the channels on the surface. Pores 90 may also be considered 
the channels on the surface of the flap (fig. 12). 
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5. Claims 21 , 25, 27, 43 and 44 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Malaviya in view of Vallee et al. 4,952,404 (hereafter referred to as 
Vallee). 

Re claims 21 , 25, and 27, Malaviya discloses the invention substantially as 
claimed and as discussed above, and further discloses the step of fixing the device in 
position (figs. 33, 38, 40, 41 ). Malaviya also discloses that the peripheral rim of the 
meniscus at the menisco-synovial junction is highly vascular (par. 134) and that 
regeneration is encouraged from the radially outer portions of the device to the inner 
portions of the device where the native tissue is less vascularized (par.24). However, 
Malaviya does not specifically disclose the step of positioning a cell growth conduit flap 
in contact with the synovium. 

Vallee teaches a method of promoting healing of meniscal tissue, in the same 
field of endeavor, and teaches that it is known that meniscal tears may be healed if they 
communicate with the synovial membrane (col.1, 11.15-19). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify the placement of the device of Malaviya such that the covers contact 
the more vascularized synovium in order to promote healing of the meniscus as taught 
by Vallee. 

Re claims 43 and 44, the pores of the flap 58, 64 which allow body fluids and 
cells into the implant are considered the channels on the surface. Pores 90 may also be 
considered the channels on the surface of the flap (fig. 1 2). 
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6. Claims 22, 23, 28, and 29 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Malaviya in view of Vallee as applied to claims 21 and 25 above, and 
further in view of Li et al. 4,790,819 (hereafter referred to as Li). Malaviya discloses the 
invention substantially as claimed and as discussed above but does not disclose the 
step of rasping the meniscus or synovium before positioning the cell growth conduit flap. 

Li discloses in the background of the invention, first paragraph, that the initial 
phase in wound repair is a fibrin clot. They further state that this is absent in meniscal 
tears, and as such the synovium and meniscus are regularly rasped in surgical 
procedures to channel the blood supply into the area to be able to form a clot (therefore 
the step would be before positioning any devices in the tear, as it should be the initial 
phase of the healing). 

Therefore it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to provide the step of rasping the meniscus and synovium 
before placing the cell growth conduit flap in position in view of the teaching of Li, in 
order to provide an increased blood supply to help promote wound repair. 

7. Claims 20 and 34-37 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Malaviya in view of Schwartz et al. 6,468,314 (hereafter referred to as Schwartz). 
Malaviya discloses the invention substantially as claimed and as discussed above and 
Malaviya further discloses that the material that forms all parts of the device should be 
porous enough to permit remodeling (par.13). However, Malaviya does not specifically 
teach a void volume in the range of about 50-95%. 
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Schwartz teaches a cartilage repair device, in the same field of endeavor, 
wherein the void volume is at least 95% for the purpose of allowing for an invasion of 
cells to regenerate the articular cartilage. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify porous device of Malaviya to have a void volume of about 95% as 
taught by Schwartz in order to allow for cells to penetrate the device and regenerate the 
meniscus. Regarding the claimed void volume range of about 50-95% it has been held 
that where the general conditions of a claim are disclosed in the prior art, discovering 
the optimum or workable ranges involves only routine skill in the art (In re Aller, 220 
F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955), MPEP 2144.05 II A). Therefore, it 
would have been obvious to modify the void volume of Malaviya based on the general 
conditions taught by Schwartz. 

8. Claims 39 and 41 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Malaviya in view of Vallee as applied to claims 21 and 25 above, and further in 
view of Schwartz. Malaviya in view of Valle discloses the invention substantially as 
claimed and as discussed above and Malaviya further discloses that the material that 
forms all parts of the device should be porous enough to permit remodeling (par. 13). 
However, Malaviya in view of Vallee does not specifically teach a void volume in the 
range of about 50-95%. 

Schwartz teaches a cartilage repair device, in the same field of endeavor, 
wherein the void volume is at least 95% for the purpose of allowing for an invasion of 
cells to regenerate the articular cartilage. 
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It would have been obvious to one of ordinary skill in the art at the time of the 
invention to modify porous device of Malaviya to have a void volume of about 95% as 
taught by Schwartz in order to allow for cells to penetrate the device and regenerate the 
meniscus. Regarding the claimed void volume range of about 50-95% it has been held 
that where the general conditions of a claim are disclosed in the prior art, discovering 
the optimum or workable ranges involves only routine skill in the art (In re Aller, 220 
F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955), MPEP 2144.05 II A). Therefore, it 
would have been obvious to modify the void volume of Malaviya based on the general 
conditions taught by Schwartz. 

Conclusion 

9. All claims are drawn to the same invention claimed in the application prior to the 
entry of the submission under 37 CFR 1 .1 14 and could have been finally rejected on the 
grounds and art of record in the next Office action if they had been entered in the 
application prior to entry under 37 CFR 1.114. Accordingly, THIS ACTION IS MADE 
FINAL even though it is a first action after the filing of a request for continued 
examination and the submission under 37 CFR 1.114. See MPEP § 706.07(b). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
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extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Megan Wolf whose telephone number is (571 )270-3071 . 
The examiner can normally be reached on Monday-Friday 9:00-3:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571 - 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571 -272-1 000. 



/M. W./ 

Examiner, Art Unit 3738 
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Supervisory Patent Examiner, Art Unit 3738 



